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Instructions 
1.   This form is a dynamic pdf  - the box fields will adjust in size after you have filled them out. (Once you have completed typing, click outside the box, and it will expand to make all your text visible.)
2.    Feel free to cut and paste from a word processor; however, we ask that you use the font Arial 10 to maximize readability.
3.    To format text, use keyboard command Command/Ctrl E to open a font toolbar. (When making revisions required by the IRB or HRPP office, use a bold red font to identify the changed text.)
1. Exemption
Check all categories of exemption for which you are applying:
2.  Purpose of the Research 
3. Personnel 
Name
Institutional Affiliation  
Role in Research
CITI Training
PI
Will this investigator have access to identifiable data?
PI: Research Oversight
Will this investigator have access to identifiable data?
Student Researcher
Will this investigator have access to identifiable data?
Will this investigator have access to identifiable data?
IdentifiableDataAccessRadios
Name
Institutional Affiliation
Role in Research
CITI Training
PI
Will this investigator have access to identifiable data? 
Name
Institutional Affiliation
Role in Research
CITI Training
PI: Research Oversight
Will this investigator have access to identifiable data? 
Name
Institutional Affiliation
Role in Research
CITI Training
Student Researcher
Will this investigator have access to identifiable data? 
Name
Institutional Affiliation
Role in Research
CITI Training
Will this investigator have access to identifiable data? 
4. Collaborations and Subcontracts
Describe any additional collaboration or subcontract with an outside institution or vendor (e.g., Boston Children's Hospital, ABC Transcription Services).  
5. Conflicts of Interest 
List any actual, potential, or apparent conflicts of interest - financial or otherwise - any research personnel or collaborator may have regarding this research. (This includes any actual, potential, or apparent financial conflicts of interest that do not rise to the level of significant financial interest.) 
6. Secondary Data and Protected Information
*For detailed information regarding the use of PHI see the HRPP webpage HIPAA and PHI and for detailed information regarding FERPA see the HRPP webpage Research with Children and Students
Does the proposed research involve the use of secondary data, documents, records, or pathological or diagnostic specimens?  
Does the proposed research involve the use of de-identified HIPAA-Protected Health Information (PHI)?
Does the proposed research involve the use of non-de-identified HIPAA-Protected Health Information (PHI)?
Select identifiers to be collected.
Does the proposed research involve the use of FERPA-protected educational records?
7. Subject Details:
*For detailed information regarding the use of vulnerable populations see the HRPP webpage Vulnerable Subjects
8. Recruitment Methods 
Describe the recruitment methods you plan to employ.  (Attach recruitment materials and site-specific permissions to recruit, if applicable.) 
9. Data to be Collected: 
*For detailed information regarding the collection of subject identifiers see the HRPP webpage De-identifying non-PHI Data
What identifiers will you collect that will not be linked to research data (e.g., name, phone number, email for compensation purposes).
Check identifiers you will be collecting as data for research purposes only (do not include those you listed above if you will be collecting them for other reasons only  - e.g., name, phone number, email for compensation purposes).
10. Incomplete Disclosure 
*For detailed information regarding the use of deception or incomplete disclosure see the HRPP webpage Deception in Research
If using incomplete disclosure, justify the need for its use in this research and describe how/when you will debrief your subjects. (Attach debriefing form, if applicable.) Note that subjects must agree to the use of incomplete disclosure to be exempt-eligible.
11. Risk and Benefits  
*For detailed information regarding minimizing risks and balancing risks and benefits see the HRPP webpage Criteria for Review
What risks do you foresee for subjects in this research? Remember, all research involves some risk, even if only minimal.
12. Costs and Compensation/Incentives/Reimbursements
Describe any costs to subjects for their involvement in this research (e.g., time, transportation, loss of work, need for child care). 
Describe any form of compensation/incentive subjects will receive (e.g., cash, gift card, course credit, medical care) and the terms and conditions of receiving the compensation/incentive (e.g., partial or full compensation for partial participation), as well as any reimbursements for which the subjects may be eligible (e.g., cost of travel or child care).
13. Informed Consent 
*For detailed information regarding informed consent  — including how to construct an informed consent form —  see the HRPP webpage Informed Consent  
Describe the circumstances surrounding your procedures for the informed consent/assent of subjects/LARs - remember that obtaining informed consent/assent is a continuous process.
Describe the setting in which you will be obtaining informed consent/assentDescribe any special considerations you will make for vulnerable or non-English speaking subjects (e.g. witnesses or translators), if applicableIf requesting approval for one of the following, check and explain your reasons for and conditions that necessitate the request:
Describe the circumstances surrounding your procedures for the informed consent of subjects - remember that obtaining informed consent is a continuous process.
Describe the setting in which you will be obtaining informed consentDescribe any special considerations you will make for vulnerable or non-English speaking subjects (e.g. witnesses or translators), if applicableIf requesting approval for one of the following, check and explain your reasons for and conditions that necessitate the request:
14. Study Description  
15. Data Security 
*For detailed information regarding data security see the HRPP Guide to Data Management and Protection
Will you be coding the data (i.e., linking a code/pseudonyms to the subjects' names/personal information?
Will you have a master list to keep track of the linked codes/pseudonyms and names/personal information? Note that any master lists must be kept separate from the research data collected.
16. Additional Committee Approvals 
This research involves human blood, fluids, tissues, or cell lines; infectious agents; select agents; or rDNA.  
This research involves animals.
17. Additional Comments 
18. Supporting Documents
Please attach to this application:
Single-sided hardcopies of all original documents (with signatures) are required, in addition to a pdf of your application documents. Submit completed original single-sided hardcopies to the Human Research Protection Program, Bernstein-Marcus, Room 121 (MS 116), and electronic pdfs to irb@brandeis.edu.
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Federal regulations identify specific categories of research activities that are exempt from the federal regulations on the protection of human subjects in research. While a project may be exempt from the regulations, the ethical principles of conducting research with humans still apply and all the rights and protections afforded to human subjects in research are required in exempt status cases. 
 
If your research qualifies for exempt status you must submit an Exempt Research Application in lieu of the Initial Application or Secondary Data or Biospecimens Application and submit Modification Requests, when applicable, and a Final Report and Termination at the conclusion of the project. Note that, if your research changes midproject and no longer qualifies as exempt, you must complete an Initial Application or Secondary Data or Biospecimens Application in conjunction with a Modification Request.
 
Note that research involving greater than minimal risk or prisoners does not qualify for exempt status.
Exempt Category #1
Research conducted in established or commonly accepted educational settings that specifically involves (1) normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content, or (2) the assessment of educators who provide instruction.
 
Note: This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
 
Exempt Category #2
Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least one of the following criteria is met:
The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or though identifiers linked to the subjects.Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement or reputation.The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination. 
Note: This category may only be applied to research with children when educational tests or the non-participant observation of public behavior are involved and either criterion 1 or 2 are met.
 
Exempt Category #3
Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met:
The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or though identifiers linked to the subjects.Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation.The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination. 
Note: For the purpose of this provision, benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.
 
Note: If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purpose of the research.
 
Note: This category may not be applied to research involving children. 
 
Exempt Category #4
Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:
The identifiable private information or identifiable biospecimens are publically available.Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects.The research involves only information collection and analysis involving the investigator’s use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b).The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 USC 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 USC 552a, and if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 USC 3501 et seq.
Exempt Category #5
Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs. Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended. 
Exempt Category #6
Taste and food quality evaluation and consumer acceptance studies if (1) wholesome foods without additives are consumed, or (2) a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the US Department of Agriculture.
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